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Department of Justice § 46.101 

(a) Any allegation of waste, fraud, or 
abuse in a Department program or ac-
tivity; 

(b) Any allegation of criminal or seri-
ous administrative misconduct on the 
part of a Department employee (except 
those allegations of misconduct that 
are required to be reported to the De-
partment of Justice Office of Profes-
sional Responsibility pursuant to 
§ 45.12); and 

(c) Any investigation of allegations 
of criminal misconduct against any De-
partment employee. 

[Order No. 2835–2006, 71 FR 54414, Sept. 15, 
2006] 

§ 45.12 Reporting to the Department of 
Justice Office of Professional Re-
sponsibility. 

Department employees have a duty 
to, and shall, report to the Department 
of Justice Office of Professional Re-
sponsibility (DOJ–OPR), or to their su-
pervisor, or their component’s internal 
affairs office for referral to DOJ–OPR, 
any allegations of misconduct by a De-
partment attorney that relate to the 
exercise of the attorney’s authority to 
investigate, litigate or provide legal 
advice, as well as allegations of mis-
conduct by law enforcement personnel 
when such allegations are related to al-
legations of attorney misconduct with-
in the jurisdiction of DOJ–OPR. 

[Order No. 2835–2006, 71 FR 54414, Sept. 15, 
2006] 

§ 45.13 Duty to cooperate in an official 
investigation. 

Department employees have a duty 
to, and shall, cooperate fully with the 
Office of the Inspector General and Of-
fice of Professional Responsibility, and 
shall respond to questions posed during 
the course of an investigation upon 
being informed that their statement 
will not be used to incriminate them in 
a criminal proceeding. Refusal to co-
operate could lead to disciplinary ac-
tion. 

[Order No. 2835–2006, 71 FR 54414, Sept. 15, 
2006] 

PART 46—PROTECTION OF HUMAN 
SUBJECTS 

Sec. 
46.101 To what does this policy apply? 
46.102 Definitions. 
46.103 Assuring compliance with this pol-

icy—research conducted or supported by 
any Federal Department or Agency. 

46.104–46.106 [Reserved] 
46.107 IRB Membership. 
46.108 IRB functions and operations. 
46.109 IRB review of research. 
46.110 Expedited review procedures for cer-

tain kinds of research involving no more 
than minimal risk, and for minor 
changes in approved research. 

46.111 Criteria for IRB approval of research. 
46.112 Review by institution. 
46.113 Suspension or termination of IRB ap-

proval of research. 
46.114 Cooperative research. 
46.115 IRB records. 
46.116 General requirements for informed 

consent. 
46.117 Documentation of informed consent. 
46.118 Applications and proposals lacking 

definite plans for involvement of human 
subjects. 

46.119 Research undertaken without the in-
tention of involving human subjects. 

46.120 Evaluation and disposition of applica-
tions and proposals for research to be 
conducted or supported by a Federal De-
partment or Agency. 

46.121 [Reserved] 
46.122 Use of Federal funds. 
46.123 Early termination of research sup-

port: Evaluation of applications and pro-
posals. 

46.124 Conditions. 

AUTHORITY: 5 U.S.C. 301; 28 U.S.C. 509–510; 
42 U.S.C. 300v–1(b). 

SOURCE: 56 FR 28012, 28020, June 18, 1991, 
unless otherwise noted. 

§ 46.101 To what does this policy 
apply? 

(a) Except as provided in paragraph 
(b) of this section, this policy applies 
to all research involving human sub-
jects conducted, supported or otherwise 
subject to regulation by any federal de-
partment or agency which takes appro-
priate administrative action to make 
the policy applicable to such research. 
This includes research conducted by 
federal civilian employees or military 
personnel, except that each department 
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